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DETAILED ACTION 

1. Restriction to one of the following inventions is required 
under 35 U.S.C. § 121: 

1-6. Claims 1-2, 4-5, drawn to a method of screening a test 
compound comprising contacting a blood sample from a first and 
a second mammal with said compound, wherein groups 1-6 
correspond to blood samples comprising leukocytes 
overexpressing FasL, TNF, IL-1, IL-6, IL-12, or IFN-gamma, 
respectively; classified in Class 435, subclass 2. 

7. Claims 1, 3-5, drawn to a method of screening a test 
compound comprising contacting a blood sample from a first and 
a second mammal with said compound, wherein the blood sample 
comprises leukocytes deficient in CD180; classified in Class 
435, subclass 375. 

Claims 1 and 4-5 link(s) inventions 1-7. The restriction 
requirement among the linked inventions is subject to the 
nonallowance of the linking claim(s) , claim 1 and 4-5. Upon 
the allowance of the linking claim (s) , the restriction 
requirement as to the linked inventions shall be withdrawn and 
any claim (s) depending from or otherwise including all the 
limitations of the allowable linking claim (s) will be entitled 
to examination in the instant application. Applicant (s) are 
advised that if any such claim (s) depending from or including 
all the limitations of the allowable linking claim (s) is/are 
presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be 
subject to provisional statutory and/or nonstatutory double 
patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, the 
provisions of 35 U.S.C. 121 are no longer applicable. In re 
Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). 
See also MPEP § 804.01. 

8. Claims 6-8, drawn to a method of screening a test compound 
comprising contacting a blood sample from a first and a second 
mammal with an inhibitor of apoptosis or an inhibitor of 
necrosis; classified in Class 435, subclass 412. 



9. Claims 9-11, drawn to a method of screening a test compound 
comprising contacting a population of autoimmune cells from a 
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mammal, and a second blood element from said mammal with said 
test compound; classified in Class 435, subclass 355. 

10-15. Claims 12-15, 18-20, drawn to a method for diagnosing 
an autoimmune disease comprising contacting a blood sample 
from a first and a second mammal with a compound, wherein the 
compound is TNF-alpha, and wherein groups 10-15 correspond to 
blood samples comprising leukocytes overexpressing FasL, TNF, 
IL-1, IL-6, IL-12, or IFN-gamma, respectively; classified in 
Class 435, subclass 325. 

16. Claims 12-14, 16, 18-20, drawn to a method for diagnosing 
an autoimmune disease comprising contacting a blood sample 
from a first and a second mammal with a compound, wherein the 
compound is TNF-alpha, and wherein the blood samples comprises 
leukocytes overexpressing BCMA; classified in Class 435, 
subclass 363. 

17. Claims 12-14, 17-20, drawn to a method for diagnosing an 
autoimmune disease comprising contacting a blood sample from a 
first and a second mammal with a compound, wherein the 
compound is TNF-alpha, and wherein the blood samples comprises 
leukocytes deficient in CD180; classified in Class 435, 
subclass 352. 

18-23. Claims 12-15, 18, 20-21, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound is an antibody agonist of the TNF-alpha 
receptor, and wherein groups 18-23 correspond to blood samples 
comprising leukocytes overexpressing FasL, TNF, IL-1, IL-6, 
IL-12, or IFN-gamma, respectively; classified in Class 435, 
subclass 366. 

24. Claims 12-14, 16, 18, 20-21, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound is an antibody agonist of the TNF-alpha 
receptor, and wherein the blood samples comprises leukocytes 
overexpressing BCMA; classified in Class 435, subclass 372.2. 

25. Claims 12-14, 17-18, 20-21, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound is an antibody agonist of the TNF-alpha 
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receptor, and wherein the blood samples comprises leukocytes 
deficient in CD180; classified in Class 435, subclass 372. 

26-31. Claims 12-15, 18, 22-23, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound binds to a Toll -like receptor, and 
wherein groups 26-31 correspond to blood samples comprising 
leukocytes overexpressing FasL, TNF, IL-1, IL-6, IL-12, or 
IFN-gamma, respectively; classified in Class 435, subclass 
347. 

32. Claims 12-14, 16, 18, 22-23, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound binds to a Toll -like receptor, and 
wherein the blood samples comprises leukocytes overexpressing 
BCMA; classified in Class 435, subclass 372.3. 

33. Claims 12-14, 17-18, 22-24, drawn to a method for 
diagnosing an autoimmune disease comprising contacting a blood 
sample from a first and a second mammal with a compound, 
wherein the compound binds to a Toll -like receptor, and 
wherein the blood samples comprises leukocytes deficient in 
CD180; classified in Class 435, subclass 366. 

Claims 12-14 link(s) inventions 10-33. The restriction 
requirement among the linked inventions is subject to the 
nonallowance of the linking claim (s) , claim 12-14. Upon the 
allowance of the linking claim (s) , the restriction requirement 
as to the linked inventions shall be withdrawn and any 
claim (s) depending from or otherwise including all the 
limitations of the allowable linking claim (s) will be entitled 
to examination in the instant application. Applicant (s) are 
advised that if any such claim (s) depending from or including 
all the limitations of the allowable linking claim (s) is/are 
presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be 
subject to provisional statutory and/or nonstatutory double 
patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, 
the provisions of 35 U.S.C. 121 are no longer applicable. In 
re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 
1971). See also MPEP § 804.01. 
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34. Claims 25-32, drawn to a method for diagnosing an 
autoimmune disease comprising contacting a population of 
autoimmune cells from a mammal, and a second blood element from 
said mammal with a compound, wherein the compound is TNF-alpha; 
classified in Class 435, subclass 372.3. 

35. Claims 25-30, 32-33, drawn to a method for diagnosing an 
autoimmune disease comprising contacting a population of 
autoimmune cells from a mammal, and a second blood element from 
said mammal with a compound, wherein the compound is an 
antibody agonist of the TNF-alpha receptor; classified in Class 
435, subclass 372.3. 

36. Claims 25-30, 34-36, drawn to a method for diagnosing an 
autoimmune disease comprising contacting a population of 
autoimmune cells from a mammal, and a second blood element from 
said mammal with a compound, wherein the compound binds a Toll- 
like receptor; classified in Class 435, subclass 372.2. 

Claims 25-30 link(s) inventions 34-36. The restriction 
requirement among the linked inventions is subject to the 
nonallowance of the linking claim(s) , claim 25-30. Upon the 
allowance of the linking claim (s) , the restriction requirement 
as to the linked inventions shall be withdrawn and any claim (s) 
depending from or otherwise including all the limitations of 
the allowable linking claim (s) will be entitled to examination 
in the instant application. Applicant (s) are advised that if 
any such claim (s) depending from or including all the 
limitations of the allowable linking claim (s) is/are presented 
in a continuation or divisional application, the claims of the 
continuation or divisional application may be subject to 
provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 
U.S.C. 121 are no longer applicable. In re Ziegler, 44 F.2d 
1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971) . See also MPEP § 
804.01. 

37-42. Claims 37-38, 41-47 drawn to a method for 
stratification of a human patient into a therapeutic subgroup 
comprising contacting a blood sample from said patient with a 
compound, wherein groups 37-42 correspond to blood samples 
comprising leukocytes overexpressing FasL, TNF, IL-1, IL-6, 
IL-12, or IFN-gamma, respectively; classified in Class 530, 
subclass 351. 
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43. Claims 37, 39, 41-47 drawn to a method for stratification 
of a human patient into a therapeutic subgroup comprising 
contacting a blood sample from said patient with a compound, 
wherein the blood samples comprises leukocytes overexpressing 
BCMA; classified in Class 530, subclass 350. 

44. Claims 37, 40-47 drawn to a method for stratification of 
a human patient into a therapeutic subgroup comprising 
contacting a blood sample from said patient with a compound, 
wherein the blood samples comprises leukocytes deficient in 
CD180; classified in Class 530, subclass 380. 

Claims 37 and 41-47 link(s) inventions 37-44. The restriction 
requirement among the linked inventions is subject to the 
nonallowance of the linking claim (s), claim 37 and 41-47 Upon 
the allowance of the linking claim (s), the restriction 
requirement as to the linked inventions shall be withdrawn and 
any claim (s) depending from or otherwise including all the 
limitations of the allowable linking claim (s) will be entitled 
to examination in the instant application. Applicant (s) are 
advised that if any such claim (s) depending from or including 
all the limitations of the allowable linking claim (s) is/are 
presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be 
subject to provisional statutory and/or nonstatutory double 
patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, 
the provisions of 35 U.S.C. 121 are no longer applicable. In 
re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 
1971). See also MPEP § 804.01. 

45. Claims 48-55, drawn to a method monitoring a therapy for 
a human that has an autoimmune disease comprising contacting a 
blood sample with a compound; classified in Class 514, 
subclass 2 . 

2. Groups 1-45 are unrelated methods. Inventions are 
unrelated if it can be shown that they are not disclosed as 
capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 
806.04, MPEP § 808.01). In the instant case the different 
inventions are drawn to methods comprising different method 
steps, different reagents, resulting in different endpoints. For 
example, the methods require different reagents, such as 
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different blood samples, different populations of leukocytes, 
and different compounds. The methods also require different 
method steps and result in different endpoints (for example, 
diagnosing disease, screening a test compound, monitoring 
therapy of established autoimmune disease, etc.). 

3. These inventions are distinct for the reasons given above. 
In addition, they have acquired a separate status in the art as 
shown by their recognized divergent subject matter. Further, a 
different field of search would be required based upon the 
various methods of comprising distinct reagents, method steps, 
and endpoints. Therefore restriction for examination purposes 
as indicated is proper. 

4. Applicant is advised that the response to this requirement 
to be complete must include an election of the invention to be 
examined even though the requirement be traversed. 

5. Applicant is reminded that upon the cancellation of claims 
to a non-elected invention, the inventorship must be amended in 
compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must 
be accompanied by a request under 37 CFR 1.48(b) and by the fee 
required under 37 CFR 1.17 (i) . 

6. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. Amy 
E. Juedes whose telephone number is 571-272-4471. The examiner 
can normally be reached on 8am - 5pm from Monday to Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan can be 
reached on 571-272-0841, The fax phone number for the 
organization where this application or proceeding is assigned is 
703-872-9306 . 
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Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR, Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 



Amy E. Juedes, Ph.D. 
Patent Examiner 
Technology Center 1600 
August 23, 2006 




G.R.EWOLDT, PH.D. 
PRIMARY EXAMINER 



